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Finish r ification: Sorafenib woo mg tablet
. Identification Test AT
. USuasiendngy «&.0-e0&.0 % LA.
o. Dissolution NLT &o%Q in o& WM
«. Uniformity of dosage unit ATITIY
&. Degradation Products
- Each unspecified Max o.l%
- Total Max o.&%
. Total aerobic microbial count (TAMC) Max @,000 CFU/g
o. Total combined yeast/mould count (TYMC) Max @oo CFU/g
. E.coli Absence in @ g
Drug substance specification  : Sorafenib
. Identification Test ATIMUY
. USusendiny ®el.o-e0.0 % LA.
o. Particle size MIIMIU
«. Residual solvent AT
&. Water Max @.0%
o. Sulphated ash Max o.@%
. Heavy metal Max bo ppm
. Impurities
- Unspecified impurity . Max o.@%
- sum of all organic impurities Max @.0%
. Total aerobic microbial count (TAMC) Max @,000 CFU/g
®o. Total combined yeast/mould count (TYMC)  Max eco CFU/g

ea. E.coli Absence in @ ¢
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